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Responsive to communication{s) filed on Sep 13, 1999 
Ca This action is FINAL, 



Ca This action is FINAL, matters orosecution as to the merits is closed 



month(s), or thirty days, whichever 

■It 



A shortened statutory period for ^f^^^^'^^^^^ p'arule to'Xpond within the period /or response wilt cause the 

is longer, from the rr^ailing date of t^'S ^m^^^ £^nsLs of time may be obtained under the provisions of 

application to become abandoned. (35 U.b.u s loo,. 

37 CFR 1.136(a). 
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" " H Claim (sr 1:24:: 



Of the above, claim (s) 
□ Claim(s) . 



Kl Claim(s) 1-24 

□ Claim(s) 

C3 Ciiiimw ^ 



is/are pending in the application. 

is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 
is/are objected to. 



TrriLed No„ce o. 0.,«e,so„.s Paten. D,aw:n. Revlaw, PT0.948. 

. , ^ is/are objected to by the Examiner. 

□ Thedraw.ng(s)f>.edon ^^p,,,,, fflsapproved. 

□ The proposed drawing correction, filed on 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

"^^Z^ri:^^^ Of a Caim for foreign priority under 35 U.S.C. I 119(aHd). 

D aT DSome* DNone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) — 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

•Certified copies not received: ■ o.,,cir § 119(e) 

□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
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Application/Control Number: 09/210,995 
Art Unit: 1641 

DETAILED ACTION 
Amendment Entry 

i: - Th6amendment-filed-September43, 1999.hasbeenem ClaimsA and 22 have been _ 
amended. Claims 1-24 are pending. 

Drawings 

2. The drawings are objected to became of the reaso,>s set forth in the attached PTOL-948. 

Correction is required. 

Applicant is reqtured to submit a proposed drawing correction in reply to this Office 
action. However, formal correction of the noted defect can be deferred until the application is 

allowed by the examiner. 

Oath/Declaration 

3. The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1 .67(a) identifying this appUcation by application number and filing date is required. See 

MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because Michel Klein did no. date the declaration. 
However Examiner acknowledges the arrangements re-execution of the Declaration and 
is awaiting a properly executed Declaration. 
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Claim Rejections - 35 USC § 112 
4. Claims 22-23 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
-Mltng-to-particularly point out ax^d distm^^^^ claim the subject matter which applicant regards as 
the invention is withdrawn in view of applicants amendments. 

Response to Arguments 

5. Claims 1-5 and 24 are rejected under 35 U.S.C. 102(b) as being antieipated by 
Barenkamp e. al. (Mol. Microbio. 1996) has been wiflrdra,™ in view of applicants amendments. 

6. Applicant's arguments filed September 13, 1999 have been Mly considered bnt they are 
no, persuasive. Applicants argues that Barenkemp e. al.. (WO 97/36,914) provides no suggestion 
«>at the High Molecular Weight (HMW) antigens can be used in conjunction with the recited 
antigens. However, Barenkemp et al., teaches that the HMW protein can be Itaked to an antigen, 
hapten or polysaccharide for eliciting an immune response ,o the antigen, hapten or 
polysaccharide (page 6 lines 2-5). Fur*er, Barenkemp et al., teaches that targeting molecules 
used in combination immunogenic compositions can mclude fragments of bacterial toxms (page 
6 lines 33-34). The immunogenic composition may also comprise at least one other 
i_enic or immunostimulating material and at least one adjuvant, and teaches complexing 
additional components to the antigenic composition to enh»ce immune response including 
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herpes simplex virus vaccine, pseudorabies virus vaccine, tetanus toxoid, poliomyelitis virus 
vaccine and hepatitis B virus antigen and others. Barenlcemp et al., combined vaccines can 
contain material from various pathogens or from various strains of the same pathogen, or from 
«rmbinationsofvarious pathogens-(page22Jines 5.8), Barenkemp et al, specifically teaches 
that vaccines which contain antigenic material of several pathogens are combined vaccines and 
also belong to the present invention (page 22 lines 5-8). Therefore it would have been obvious at 
the time of applicant's invention to have an immunogenic composition to confer protection 
against Haemophilus i.fluemae comprising at least two different antigens, where one is a high 
molecular weight adhesin protein, HMWl or HMW2, since Barenkamp et al.(WO 97/36.914), 
teaches that adhesin proteins are potentially important protective antigens which should comprise 
one component of a multi-componem non-typeable H mjluer^^ "^"^ ^ 
component as taught by L«>semore et al., is an andog of Hin47 because Hin47 is a non- 
proteolytic heat shock protein which substantially reduced in proteolytic activity and can be used 
as an antigen and be included in other immunogenic preparations. 

7. In response to applicant's argument that there is no suggestion to combine the references, 
the ex^niner recognizes that obviousness can only established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or moUvation to do so found eidter in the references flremselves or in the knowledge 
generally available to one of ordinary skill in the ari. Both Barenkamp et al.(WO 97/36,914), and 
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Locsemore et al., .each fte use of adjuvants. *e ad«io„ of ote additional anugemc 
„„. and methods to, inununi^g a host against disease caused by an infection with E 
>„flue,^e comprising administration of .he composition. Thus, applicants argument .hat because 
is no suggestion to combine a HMW pro.eir, and the Hin47 be^use^neither protein ^ 

^i.ed is no. persuasive. I. would have been obvious a. *e time of applican.-s invention .0 have 
an immunogenic con,posi.ion which confers protection against Haen:opm^ i^ue^^ 

o.her antigen is no. an adhesin as .augh. by Baren^P e. al.(WO 97/36.914, in view of 
Loosenrore e. al.. because Loosemore e. al.. .caches .ha. adhesin pro.eins arc poientially 
importan. pro.ec.ive antigens which should comprise oti.er immunos.imulti„g componen.s; tire 
Hin47 antigen is immunogenic because i. s.imula.es an immune response, can confer pr„.«,ion 
agains. di^ases caused by a baCerial parogen, including HaernopUlus influent: and may 
inununogenic composition may taUter comprise at leas, one otirer immunogenic or 
immunostimulating material. 

,. THIS ACTION IS MADE FINAL. Applican. is reminded of a.e ex.ension of time 

policy as se. forth in 37 CFR 1.136(a). 

A shortened s.a«.ory period for reply u> .his final action is se, .o expire THREE 
MONTHS from tire mailing da.e of ti.s ac.ion. h, tire even, a firs. ,eply is filed ™tiun TWO 
MONTHS of tire mailing da,e of ftis final action and tire adviso,y action is no. mailed until after 



t 

Page 6 

Application/Control Number: 09/210,995 
Art Unit: 1641 

,he end of fte THREE-MONTH sho„e„ed s^mtory period, ften *e shortened s.am.ory period 

expire on .he date rhe advisory action is mailed, and any extension fee pnrsuan. to 37 
CFR 1 136(a) will be calculated from the mailing date of the advison- action. In no event, 
however, v^irthe stalufory period for reply expire later than^K MO^^^^^ 



date ofthis final action. 



,0 Any inquiry concerning this cotnmunication o, earlier communications from dte examiner 
sh„uldbedirectedt„Ja-NaHineswhosetelephonenumbcris(703)305-0487. The examiner 

can normally be reached on Monday through Thursday ftom 6:30am to 4:00pm. T.e examiner 
can also be reached on alternate Fridays. 

,f attempts to r^chthe examiner by telephone are unsuccessM, the examiner's 
supernsor, lames Housel, can be reached on (703) 308-4027. T^e fax phone number for the 
organization where this applicaUon or proceeding is assigned is (703) 308-4242. 

Any inquiry of a general namre or relaUng to the stams of this application or proceeding 
should be directs to the receptionist whose telephone number is (703) 308-0196. 



Ja-Na Hines 

^ . „ iQQQ ^ JAMES C. HOUSEL 

October 8, lyyy GUFERViSORY PATENT EXAMINER 




